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Dear Mr. lBerthoin:

We have reviewed your Section 5 10(k) premiarket not ifieat ion of intent to market the device
referenced aIbove and have deteri ned the device is substant ially eqtuiva lent (fIor thle iniidcat ions
for use stated in the enclosure) to Icuall "v marketed predicate devices marketed in interstite
commerce prior to May 28; 1976, the enactment date of the Mivedical Device Amendments. or to
devices thiat have been reclassified in accordance wvith thle provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval ofa prem-arket approval application (l)MA).
You may. therefore, market the device, subject to the general controls provisions of the Act, Thle
goeneral controls provisions of thle Act include reqjuir~nments for annual registration, listing of'
devices, good mnumfaCturing- practice. laibeling. and prohibitions against mnisbranding and
adulteration. Please note: CDRI-l does not evaluate information related to contract liability
warranties. We remind ),Oil, however, that device labeling must be truth fulI and not mlisleading.

lf your device is classified (see above) into either class 11 (Special Controls) or class IlI (P'MA),
it may be subject to additional controls. Existing major regulations a[ffeeling your device can be
found in thle Code of ederal Regu1.lations, Title 21, Parts 800 to 898. In addition, FDA may
publish fuirther announcemients concerning your device in the Federal Register.

Please be advised that FDA''s issuance of' a substantial eC(luivalece deterin ation does not mecan
that FDA has made a determination that your device complies with other requirements of the Act
or anl)' Federal statutes and regu at ions administered by other Federal agencies. You must
comnp ly Nvith all the Act's requirements, incI d i ng. but not liited to: registration and listing (2 1
C1ER Part 807); labeling (2 1 CUR Part 801 ): medical device reporting (reportingz of medical
device-related adverse events) (2 1 CUR 803): good mianufacturingprctc requimens as set
forth in thle qluality systems (QS) regulation (2 1 CFR Part 820): and [fapplicable, the electronic
product radiation control provisions (Sections 531-542 of the Act): 2 1 CUR 1000- 1050.
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Ilfyou desire specific adv ice for your device on our IlabelIingo reg-ulat ion (21 CER part 80!) please
contact the Di)vision of Small Manuflaettarers, International and Consumer Assistance at its toll-
free number (800) 6 38 204 1 Or (301 ) 796-7100 Or at its Internet address

htt://vww fla.ov/edcalI X ics/csoareslr~o,/Iadrsiv~l tu I luu.Also, please note
the regulation entitled. -Misbranding by reference to premarket notification*' (21 CItR Part
807.97). For questions regarding- the reporting of adverse events Under the MDR regulation (2 1
CI2R part 803)). please go to

bun://ww.Ida. o vM cl ca I ) ~.i es/a ft ~R oo a 'oberndc t at.lta or [lie CD RI-I's 0Office
Of Surveillance aLnd lBionieiries/Division of 'Postmuarket Sirrvci lanic.

You may obtain other general in formaltion on yotir responsibilities Under thle Act from the
Division of'S inall Manutifact urers, International and ConsLumer Ass istance at its toll- free n urnber
(800) 638-204 1 or (301) 796-7100 or at its Internet address

Sincerely yours,

Jan ine Ni. Morris
Director
Division of'Radiological Health
Office of In Vitro Dia ,nostics

and Radiolot).ical Health
Center for Devices and Radiological Health

Enclosure



Indications for Use

5 10(k) Number (if known): K 130442

Device Name: NewTomn V~l

Indications for Use:

NewTom VGi is a cone beam computed tomography x-ray imaging system that acquires a 360
degree rotational sequences of the head including the ENT, dento-maxillofacial complex,
temporo-mandibular-joint (TMJ), other areas of human skull and neck with sections of upper
cervical spine for use in diagnostic support. The device accomplishes this task by reconstructing
a three dimensional matrix of the examined volume and producing two dimensional views of this
volume, displaying both two and three dimensional images. The device is operated and used by
physicians, dentists, x-ray technologists and other legally qualified professionals

Prescription Use VAND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (2) CFRS07 SubpartC)-

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign 00l)
Division of Radiological Health

office of in Vitro Diagnostics and Radiological Health

5 1 0(k) KC 130442
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Indications for Use

510(k) Number (if known): Kl30442

Device Name: NewTom 50

Indications for Use:

NewTom 5G is a cone beam computed tomography x-ray imaging system that acquires a 360
degree rotational sequences of the head including the ENT, dento-maxillofacial complex,
temporo-mandibular-joint (TMVJ), other areas of human skull and neck with sections of upper
cervical spine for use in diagnostic support. The device accomplishes this task by reconstructing
a three dimensional matrix of the examined volume and producing two dimensional views of this
volume, displaying both two and three dimensional images. The device is operated and used by
physicians, dentists, x-ray technologists and other legally qualified professionals.

NewTom 5G is especially designed for:
- dento-maxillo-facial complex imaging;
- teeth, mandible and jaw imaging for implant planning;
- temporal-mandibu lar joint (TMJ) imaging;
- ear, nose and throat (ENT) analysis;
- sections of upper cervical-spine imaging;

Prescription Use V, AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (QIR)

(Division Sign Off)
Division of Radiological Health

Office or In Vitro Diagnostics and Radiological Health

5 10(k) K130442
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